PATENT TERM EXTENSI ON AND NEW PATENTS -January 7, 2002
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
021205 001 ABACAVI R SULFATE; TRI ZI VI R 6180639 JAN 30, 2018 U- 248

6294540 MAY 14, 2018 U- 65

6294540* PED NOV 14, 2018 U- 65
6180639*PED JUL 30, 2018 U- 248

020977 001 ABACAVI R SULFATE; ZI AGEN 6294540 MAY 14, 2018 U- 65
6294540* PED NOV 14, 2018 U- 65
020978 001 ABACAVI R SULFATE; ZI AGEN 6294978 MAY 14, 2018 U- 65

6294978* PED NOV 14, 2018 U- 65
6294540* PED NOV 14, 2018 U- 65

6294540 MAY 14, 2018 U- 65
021082 001 ACETAM NOPHEN; TAVI ST ALLERGY/ SI NUS NC MAR 01, 2004
021123 001 ACETAM NOPHEN; ULTRACET 5336691 AUG 09, 2011 NC AUG 15, 2004
020760 001 ALATROFLOXACI N MESYLATE; TROVAN PRESERVATI VE 6194429 JUL 23, 2018
020760 002 ALATROFLOXACI N MESYLATE; TROVAN PRESERVATI VE 6194429 JUL 23, 2018 NCE DEC 18, 2002
020949 001 ALBUTERCOL SULFATE; ACCUNEB NP APR 30, 2004
020949 002 ALBUTEROL SULFATE; ACCUNEB NP APR 30, 2004
020950 001 ALBUTERCOL SULFATE; DUONEB NP MAR 21, 2004
020983 001 ALBUTERCOL SULFATE; VENTCOLI N HFA 6251368 DEC 04, 2012 1-235 SEP 23, 2001
1-262 JUN 02, 2002
021074 001 ALCOHOL ; AVAGARD 5897031 JUN 21, 2016 NC JUN 07, 2004
020560 001 ALENDRONATE SCDI UM FOSAMVAX 6194004 DEC 02, 2012
020560 004 ALENDRONATE SODI UM FOSAMAX 6225294 JUuL 17, 2018
020560 005 ALENDRONATE SCDI UM FOSAVAX 6225294 JUL 17, 2018
021001 001 ALMOTRI PTAN MALATE; AXERT 5565447 MAR 27, 2014 NCE MAY 07, 2006
021001 002 ALMOTRI PTAN MALATE; AXERT 5565447 MAR 27, 2014 NCE MAY 07, 2006
021107 001 ALOSETRON HYDROCHLORI DE; LOTRONEX 5360800 FEB 02, 2010
6284770 OCT 05, 2018 U- 405
019787 001 AMLODI PI NE BESYLATE; NORVASC 4879303 MAR 25, 2007
4572909 JUL 31, 2006
4879303* PED SEP 25, 2007
4572909* PED JAN 31, 2007
019787 002 AMLODI PI NE BESYLATE; NORVASC 4879303 MAR 25, 2007
4572909 JUL 31, 2006
4879303* PED SEP 25, 2007
4572909* PED JAN 31, 2007
019787 003 AMLODI PI NE BESYLATE; NORVASC 4879303 MAR 25, 2007
4572909 JUL 31, 2006
4879303* PED SEP 25, 2007
4572909* PED JAN 31, 2007
020883 001 ARGATROBAN; ACOVA 5214052 MAR 13, 2012
021078 001 ATOVAQUONE; MALARONE 6166046 NOv 25, 2013 U-406 NC JUL 14, 2003
5053432 OCT 01, 2008
6291488 NOV 25, 2013
021078 002 ATOVAQUONE; MALARONE PEDI ATRI C 5053432 OCT 01, 2008 NC JUL 14, 2003

6291488 NOV 25: 2013 U- 406



PATENT TERM EXTENSI ON AND NEW PATENTS -January 7, 2002
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
019408 002 BETAMETHASONE DI PROPI ONATE; DI PROLENE 4489070 MAY 13, 2003
021056 001 BEXAROTENE; TARGRETI N 5780676 JUL 14, 2015 ODE DEC 29, 2006
5962731 OCT 05, 2016
5466861 NOV 14, 2012
020498 001 Bl CALUTAM DE; CASCDEX 1712251 SEP 18, 2001 U- 391
5712251 SEP 18, 2001 U- 391
021275 001 Bl MATOPROST; LUM GAN 5688819 SEP 21, 2012 NCE MAR 16, 2006
021290 001 BOSENTAN; TRACLEER ODE NOv 20, 2008
NCE NOv 20, 2006
021290 002 BOSENTAN, TRACLEER ODE NOV 20, 2008
NCE NOv 20, 2006
020490 001 BRI MONI DI NE TARTRATE; ALPHAGAN NCE SEP 06, 2001
PED MAR 06, 2002
020613 001 BRI MONI DI NE TARTRATE; ALPHAGAN 6194415 JUN 28, 2015 U- 394 NCE SEP 06, 2001
6248741 JUN 28, 2015 U- 394 PED MAR 06, 2002

6194415*PED DEC 28, 2015 U- 394
6248741* PED DEC 28, 2015 U- 394

021262 001 BRI MONI DI NE TARTRATE; ALPHAGAN P 6194415*PED DEC 28, 2015 U- 395 NP MAR 16, 2004
5736165 APR 07, 2015 U- 399 PED SEP 16, 2004
5736165*PED OCT 07, 2015 U- 399 NCE SEP 06, 2001
6248741 JUN 28, 2015 U- 395 PED MAR 06, 2002
6194415 JUN 28, 2015 U- 395
6248741* PED DEC 28, 2015 U- 395
5424078 JUN 13, 2012
5424078* PED DEC 13, 2012
020816 001 BRI NZOLAM DE; AZOPT 5378703 APR 01, 2012 U- 224
021324 001 BUDESONI DE; ENTOCORT EC 5643602 JUL 01, 2014 NP OCT 02, 2004
020746 001 BUDESONI DE; RHI NOCORT 6291445 APR 29, 2017
020358 001 BUPROPI ON  HYDROCHL ORI DE; WELLBUTRI N SR M 10 JUN 11, 2004
020358 002 BUPROPI ON  HYDROCHL ORI DE; WELLBUTRI N SR M 10 JUN 11, 2004
020358 003 BUPRCPI ON HYDROCHLORI DE; WVELLBUTRI N SR M 10 JUN 11, 2004
018731 001 BUSPI RONE HYDROCHL ORI DE; BUSPAR M 12 JUL 19, 2004
018731 002 BUSPI RONE HYDROCHL ORI DE; BUSPAR M 12 JUL 19, 2004
018731 003 BUSPI RONE HYDROCHLCORI DE; BUSPAR M 12 JUL 19, 2004
018731 004 BUSPI RONE HYDROCHL ORI DE; BUSPAR M 12 JUL 19, 2004

074253 001 BUSPI RONE HYDROCHL ORI DE; BUSPI RONE HCL PC SEP 26, 2001
074253 002 BUSPI RONE HYDROCHLORI DE; BUSPI RONE HCL PC SEP 26, 2001
075272 003 BUSPI RONE HYDROCHL ORI DE; BUSPI RONE HCL PC SEP 24, 2001
075467 002 BUSPI RONE HYDROCHL ORI DE; BUSPI RONE HCL PC SEP 26, 2001
HCL

076008 001 BUSPI RONE HYDROCHL ORI DE; BUSPI RONE PC JAN 28, 2002
020524 001 BUTENAFI NE HYDROCHL ORI DE; MENTAX 1-333 JUN 06, 2004
018874 001 CALCI TRI OL; CALCl JEX 4308264 JAN 28, 2001

6051567 AUG 02, 2019

4308264*PED JUL 28, 2001
6051567* PED FEB 02, 2020
6265392 AUG 02, 2019
6274169 AUG 02, 2019
6274169* PED FEB 02, 2020
6265392* PED FEB 02, 2020



PATENT TERM EXTENSI ON AND NEW PATENTS -January 7, 2002
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
018874 002 CALCI TRI OL; CALCI JEX 4308264 JAN 28, 2001

6051567 AUG 02, 2019

4308264*PED JUL 28, 2001
6051567*PED FEB 02, 2020
6265392 AUG 02, 2019
6274169 AUG 02, 2019
6274169* PED FEB 02, 2020
6265392* PED FEB 02, 2020

019976 001 CALCl UM ACETATE; PHOSLO 4870105 APR 07, 2007 U- 381
021160 001 CALCI UM ACETATE; PHOSLO 4870105 APR 07, 2007 U- 381
021160 002 CALCl UM ACETATE; PHOSLO 4870105 APR 07, 2007 U- 381
021160 003 CALCl UM ACETATE; PHOSLO GELCAPS 4870105 APR 07, 2007 U- 381
020896 001 CAPECI TABI NE; XELCDA 1-323 APR 30, 2004
1-341 SEP 07, 2004
020896 002 CAPECI TABI NE; XELODA 1-323 APR 30, 2004
1-341 SEP 07, 2004
020297 001 CARVEDI LOL; COREG 1-343 NOv 01, 2004
020297 002 CARVEDI LOL; COREG 1-343 NOv 01, 2004
020297 003 CARVEDI LCL; COREG 1-343 NOv 01, 2004
020297 004 CARVEDI LOL; COREG 1-343 NOv 01, 2004
021227 001 CASPOFUNG N ACETATE; CANCI DAS 5952300 MAR 28, 2017 NCE JAN 26, 2006
5378804 MAR 16, 2013
5514650 MAR 16, 2013
5792746 MAR 16, 2013
6136783 MAR 28, 2017
021227 002 CASPOFUNG N ACETATE; CANCI DAS 5952300 MAR 28, 2017 NCE JAN 26, 2006
5378804 MAR 16, 2013
5514650 MAR 16, 2013
5792746 MAR 16, 2013
6136783 MAR 28, 2017
020998 001 CELECOXI B; CELEBREX 1-338 OCT 17, 2004
020998 002 CELECOXI B; CELEBREX 1-338 OCT 17, 2004
>ADD> 021197 001 CETRORELI X; CETROT| DE 6319192 APR 23, 2018 U- 426
>ADD> 021197 002 CETRORELI X; CETROTI DE 6319192 APR 23, 2018 U- 426
019111 001 CHLORPHENI RAM NE POLI STI REX; TUSSI ONEX 4762709 AUG 09, 2005
021149 001 CHORI OGONADOTROPI N ALFA; OVI DREL 5767251 JUN 16, 2015 NP SEP 20, 2003
021022 001 Cl CLOPI ROX; PENLAC 4957730 SEP 18, 2007 U- 379
020839 001 CLOPI DOGREL BI SULFATE; PLAVI X 4847265 NOv 17, 2011
020705 001 DELAVI RDI NE MESYLATE; RESCRI PTOR 6177101 JUN 11, 2018
021038 001 DEXMEDETOM DI NE; PRECEDEX 4910214 JUL 15, 2008 U-421
021278 001 DEXMETHYLPHENI DATE HYDROCHLORI DE; DEXMETHYLPHENI DATE H 5922736 DEC 04, 2015 U-423 NP NOv 13, 2004
5908850 DEC 04, 2015 U- 422
6255325 DEC 04, 2015 U424
021278 002 DEXMETHYLPHENI DATE HYDROCHLORI DE; DEXMETHYLPHENI DATE H 5922736 DEC 04, 2015 U-423 NP NOv 13, 2004
5908850 DEC 04, 2015 U- 422

6255325 DEC 04: 2015 U- 424



PATENT TERM EXTENSI ON AND NEW PATENTS -January 7, 2002
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
021278 003 DEXMETHYLPHENI DATE HYDROCHLORI DE; DEXMETHYLPHENI DATE H 5908850 DEC 04, 2015 U- 422 NP NOV 13, 2004
5922736 DEC 04, 2015 U- 423
6255325 DEC 04, 2015 U- 424
020607 001 DI CLOFENAC SODI UM ARTHROTEC 5698225 MAY 03, 2010 U- 392
020607 002 DI CLOFENAC SODI UM ARTHROTEC 5698225 MAY 03, 2010 U- 392
021005 001 DI CLOFENAC SODI UM SOLARAZE 5639738 JUN 17, 2014 U- 402 NP OCT 16, 2003
5792753 AUG 11, 2015
5852002 JUN 17, 2014 U- 402
5914322 AUG 11, 2015
5929048 JUL 27, 2016 U- 402
5985850 NOv 16, 2016
020154 002 DI DANGCSI NE; VI DEX 4861759 AUG 29, 2006 U- 248 D-58 OCT 28, 2002
5616566 AUG 29, 2006 U- 180 PED APR 28, 2003
5254539 AUG 29, 2006 U- 248
5880106 JUL 22, 2011

4861759* PED MAR 01, 2007 U- 248
5254539*PED MAR 01, 2007 U- 248
5616566* PED MAR 01, 2007 U- 180
5880106* PED JAN 22, 2012

020154 003 DI DANCSI NE; VI DEX 4861759 AUG 29, 2006 U-248 D-58 OCT 28, 2002
5616566 AUG 29, 2006 U- 180 PED APR 28, 2003
5254539 AUG 29, 2006 U- 248
5880106 JUL 22, 2011

4861759* PED MAR 01, 2007 U- 248
5254539* PED MAR 01, 2007 U- 248
5616566* PED MAR 01, 2007 U- 180
5880106* PED JAN 22, 2012

020154 004 DI DANGCSI NE; VI DEX 4861759 AUG 29, 2006 U- 248 D-58 OCT 28, 2002
5616566 AUG 29, 2006 U-180 PED APR 28, 2003
5254539 AUG 29, 2006 U- 248
5880106 JUL 22, 2011

4861759* PED MAR 01, 2007 U- 248
5254539* PED MAR 01, 2007 U- 248
5616566* PED MAR 01, 2007 U- 180
5880106* PED JAN 22, 2012

020154 005 DI DANGCSI NE; VI DEX 4861759 AUG 29, 2006 U- 248 D-58 OCT 28, 2002
5616566 AUG 29, 2006 U- 180 PED APR 28, 2003
5254539 AUG 29, 2006 U- 248
5880106 JUL 22, 2011

4861759* PED MAR 01, 2007 U- 248
5254539*PED MAR 01, 2007 U- 248
5616566* PED MAR 01, 2007 U- 180
5880106* PED JAN 22, 2012

020154 006 DI DANCSI NE; VI DEX 4861759 AUG 29, 2006 U-248 NS OCT 28, 2002
5254539 AUG 29, 2006 U- 248 PED APR 28, 2003
5880106 JUL 22, 2011

4861759* PED MAR 01, 2007 U- 248
5254539* PED MAR 01, 2007 U- 248
5616566* PED MAR 01, 2007 U- 180
5880106* PED JAN 22, 2012

5616566 AUG 29, 2006 U- 180



PATENT TERM EXTENSI ON AND NEW PATENTS -January 7, 2002
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020155 003 DI DANGCSI NE; VI DEX 4861759 AUG 29, 2006 U- 248

5616566 AUG 29, 2006 U- 180

5254539 AUG 29, 2006 U- 248

4861759* PED MAR 01, 2007 U- 248
5254539*PED MAR 01, 2007 U- 248
5616566* PED MAR 01, 2007 U- 180

020155 004 DI DANGCSI NE; VI DEX 4861759 AUG 29, 2006 U- 248
5616566 AUG 29, 2006 U- 180
5254539 AUG 29, 2006 U- 248

4861759* PED MAR 01, 2007 U- 248
5254539*PED MAR 01, 2007 U- 248
5616566* PED MAR 01, 2007 U- 180

020155 005 DI DANGCSI NE; VI DEX 4861759 AUG 29, 2006 U- 248
5616566 AUG 29, 2006 U- 180
5254539 AUG 29, 2006 U- 248

4861759* PED MAR 01, 2007 U- 248
5254539*PED MAR 01, 2007 U- 248
5616566* PED MAR 01, 2007 U- 180
020155 006 DI DANGCSI NE; VI DEX 4861759 AUG 29, 2006 U- 52
4861759* PED MAR 01, 2007 U- 248
5254539* PED MAR 01, 2007 U- 248
5616566* PED MAR 01, 2007 U- 180

5616566 AUG 29, 2006 U- 180
5254539 AUG 29, 2006 U- 248
020156 001 DI DANCSI NE; VI DEX 4861759 AUG 29, 2006 U- 248
5616566 AUG 29, 2006 U- 180
5254539 AUG 29, 2006 U- 248

4861759* PED MAR 01, 2007 U- 248
5254539*PED MAR 01, 2007 U- 248
5616566* PED MAR 01, 2007 U- 180

021183 001 DI DANGCSI NE; VI DEX EC 4861759 AUG 29, 2006 U- 248 NDF OCT 31, 2003
5254539 AUG 29, 2006 U- 248 PED MAY 01, 2004
4861759* PED MAR 01, 2007 U- 248
5254539* PED MAR 01, 2007 U- 248

021183 002 DI DANCSI NE; VI DEX EC 4861759 AUG 29, 2006 U- 248 NDF OCT 31, 2003
5254539 AUG 29, 2006 U- 248 PED MAY 01, 2004
4861759* PED MAR 01, 2007 U- 248
5254539*PED MAR 01, 2007 U- 248

021183 003 DI DANCSI NE; VI DEX EC 4861759 AUG 29, 2006 U- 248 NDF OCT 31, 2003
5254539 AUG 29, 2006 U- 248 PED MAY 01, 2004
4861759* PED MAR 01, 2007 U- 248
5254539* PED MAR 01, 2007 U- 248

021183 004 DI DANGCSI NE; VI DEX EC 4861759 AUG 29, 2006 U- 248 NDF OCT 31, 2003
5254539 AUG 29, 2006 U- 248 PED MAY 01, 2004
4861759* PED MAR 01, 2007 U- 248
5254539* PED MAR 01, 2007 U- 248
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PATENT TERM EXTENSI ON AND NEW PATENTS -January 7, 2002

DOCKET NUMBER *95S- 0117

*PED and PED represent Pediatric Exclusivity

| NGREDI ENT NAME; TRADE NAME

DOLASETRON MESYLATE MONCHYDRATE; ANZEMET
DOLASETRON MESYLATE MONOHYDRATE; ANZEMET
DOLASETRON MESYLATE MONOHYDRATE; ANZEMET
DONEPEZI L HYDROCHLORI DE; ARl CEPT

DONEPEZI L HYDROCHLORI DE; ARl CEPT

DORZCLAM DE HYDROCHLORI DE; COSOPT
DROSPI RENONE; YASM N
DUTASTERI DE; DUTASTERI DE
EMEDASTI NE DI FUMARATE; EMADI NE

ENALAPRI L MALEATE; LEXXEL

ENALAPRI L MALEATE; LEXXEL

ENALAPRI L MALEATE; VASOTEC
ENALAPRI L MALEATE; VASOTEC
ENALAPRI L MALEATE; VASOTEC
ENALAPRI L MALEATE; VASOTEC
ENOXAPARI N SODI UM LOVENOX

ENOXAPARI N SODI UM LOVENOX

ENOXAPARI N SODI UM LOVENOX

ENOXAPARI N SODI UM LOVENOX

PATENT
NUMBER

4906755
4906755
4906755
6140321
6245911
5985864
6140321
6245911
5985864
6248735

4430343
5441958
4264611
4803081
4264611* PED
4803081* PED
4374829
4472380
4703038
4803081
4264611
4264611* PED
4803081* PED

4486420
4692435
5389618
4486420
4692435
5389618
4486420
4692435
5389618
4486420
4692435
5389618

PATENT/ PED EXCL USE
EXPI RES

DEC

SEP

APR
JUN
DEC
ocT

02,

02,
30
01,
30
30
01,
30,
17,

14
08
19,
03
19,
03
30,
18,
07,
03,
19,
19,
03,

04
24
14
04
24
14
04,
24,
14,
04,
24,
14,

2011
2011
2011
2016
2018
2016
2016
2018
2016
2011

2005
2013
2001
2007
2001
2007
2001
2001
2005
2007
2001
2001
2007

2001
2004
2012
2001
2004
2012
2001
2004
2012
2001
2004
2012

CODE  CODE EXPI RES

U- 403
U- 404
U-3
U-3
U-3
U-3

U-3
U3

U122
U- 123

U122
U- 123

U122
U- 123

U122
U- 123

EXCLUS EXCLUS

NC

MAY 11, 2004
NCE NOV 20, 2006

FEB

FEB
AUG
FEB
AUG
FEB
AUG

13
13
13
13
13
13
13,
13,

2004
2004
2004
2004
2004
2004
2004
2004



PATENT TERM EXTENSI ON AND NEW PATENTS -January 7, 2002
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020164 006 ENOXAPARI N SODI UM LOVENOX 4486420 DEC 04, 2001

4692435 DEC 24, 2004 U- 123

5389618 FEB 14, 2012
020164 007 ENOXAPARI N SODI UM LOVENOX 4486420 DEC 04, 2001 U- 122

4692435 DEC 24, 2004 U- 123

5389618 FEB 14, 2012
020164 008 ENOXAPARI N SODI UM LOVENOX 4486420 DEC 04, 2001 U- 122

4692435 DEC 24, 2004 U- 123

5389618 FEB 14, 2012
021268 001 EPROSARTAN MESYLATE; TEVETEN HCT 5185351 FEB 09, 2010 U-3 NC NOv 01

NCE DEC 22
021268 002 EPROSARTAN MESYLATE; TEVETEN HCT 5185351 FEB 09, 2010 U-3 NC NOv 01,
NCE DEC 22

020718 001 EPTI FI BATI DE; | NTEGRI LI N D- 66 JUN 08
020718 002 EPTI FI BATI DE; | NTEGRI LI N D- 66 JUN 08
019386 001 ESMOLOL HYDROCHLORI DE; BREVI BLOC 5017609 MAY 21, 2008

6310004 JAN 12, 2021
019386 002 ESMOLOL HYDROCHLORI DE; BREVI BLOC 5017609 MAY 21, 2008
019386 003 ESMOLOL HYDROCHLORI DE; BREVI BLOC 5017609 MAY 21, 2008

4593119 JUN 03, 2003
021153 001 ESOVEPRAZOLE MAGNESI UM NEXI UM 4255431 APR 05, 2001 U- 373 NP FEB 20

4738974 APR 19, 2005 U- 373

4636499 MAY 30, 2005 U- 373

5900424 MAY 04, 2016 U- 373

4786505 APR 20, 2007 U- 373

4853230 APR 20, 2007 U- 373

5714504 FEB 03, 2015 U- 373

5877192 MAY 27, 2014 U- 373

5093342 FEB 02, 2010 U- 373

5599794 FEB 04, 2014 U- 373

5629305 FEB 04, 2014 U- 373

5690960 NOv 25, 2014 U- 373

6147103 OCT 09, 2018

6166213 OCT 09, 2018

6191148 OCT 09, 2018

4508905 FEB 20, 2001
021153 002 ESOVEPRAZOLE MAGNESI UM NEXI UM 4255431 APR 05, 2001 U-373 NP FEB 20

4738974 APR 19, 2005 U- 373

4636499 MAY 30, 2005 U- 373

5900424 MAY 04, 2016 U- 373

4786505 APR 20, 2007 U- 373

4853230 APR 20, 2007 U- 373

5714504 FEB 03, 2015 U- 373

5877192 MAY 27, 2014 U- 373

5093342 FEB 02, 2010 U- 373

5599794 FEB 04, 2014 U- 373

5629305 FEB 04, 2014 U- 373

5690960 NOv 25, 2014 U- 373

6147103 OCT 09, 2018

6166213 OCT 09, 2018

6191148 OCT 09, 2018

4508905 FEB 20, 2001

2004
2002
2004
2002
2004
2004

2004

2004



PATENT TERM EXTENSI ON AND NEW PATENTS -January 7, 2002
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020870 001 ESTRADI OL; COVBI PATCH 5474783 DEC 12, 2012
5656286 AUG 12, 2014
5958446 DEC 12, 2012
6024976 JAN 07, 2014
020870 002 ESTRADI OL; COVBI PATCH 5474783 DEC 12, 2012
5656286 AUG 12, 2014
5958446 DEC 12, 2012
6024976 JAN 07, 2014
020538 005 ESTRADI OL; VI VELLE- DOT 6024976 JAN 07, 2014
5474783 DEC 12, 2012
5656286 AUG 12, 2014
5958446 DEC 12, 2012
020538 006 ESTRADI OL; VI VELLE- DOT 6024976 JAN 07, 2014
5474783 DEC 12, 2012
5656286 AUG 12, 2014
5958446 DEC 12, 2012
020538 007 ESTRADI OL; VI VELLE- DOT 6024976 JAN 07, 2014
5474783 DEC 12, 2012
5656286 AUG 12, 2014
5958446 DEC 12, 2012
020538 008 ESTRADI OL; VI VELLE- DOT 6024976 JAN 07, 2014
5474783 DEC 12, 2012
5656286 AUG 12, 2014
5958446 DEC 12, 2012
020130 002 ETH NYL ESTRADI OL; ESTROSTEP FE 5010070 APR 23, 2008 1-331 JuL 01, 2004
020130 001 ETHI NYL ESTRADI OL; ESTROSTEP 21 5010070 APR 23, 2008 1-331 JUL 01, 2004
021187 001 ETHI NYL ESTRADI OL; NUVARI NG NP OCT 03, 2004
021180 001 ETH NYL ESTRADI OL; ORTHO EVRA NP NOV 20, 2004
020946 001 ETHI NYL ESTRADI OL; PREVEN EMERGENCY CON 6156742 DEC 05, 2020 U- 374
020584 001 ETODOLAC; LODI NE XL 1-321 AUG 11, 2003
PED FEB 11, 2004
020584 002 ETODOLAC; LODI NE XL 1-321 AUG 11, 2003
PED FEB 11, 2004
020584 003 ETODCLAC, LCDI NE XL 1-321 AUG 11, 2003
PED FEB 11, 2004
020457 001 ETOPCSI DE PHOSPHATE; ETOPOPHOS PRESERVATI RE35524 MAY 17, 2010
020906 001 ETOPCSI DE PHOSPHATE; ETOPOPHOS PRESERVATI 5041424 AUG 20, 2008 U- 135
RE35524 MAY 17, 2010
020906 002 ETOPCSI DE PHOSPHATE; ETOPOPHOS PRESERVATI 5041424 AUG 20, 2008 U- 135
RE35524 MAY 17, 2010
075312 001 FAMOTI DI NE; FAMOTI DI NE PC NOv 28, 2001
020902 001 FAMOTI DI NE; PEPCI D AC D- 47 NOv 09, 2001
PED MAY 09, 2002
019834 001 FELODI PI NE; PLENDI L 4264611 JUN 19, 2001 U-3
4803081 APR 03, 2007

4803081*PED OCT 03, 2007
4264611*PED DEC 19, 2001 U-3



PATENT TERM EXTENSI ON AND NEW PATENTS -January 7, 2002
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*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
019834 002 FELODI PI NE; PLENDI L 4264611 JUN 19, 2001 U-3

4803081 APR 03, 2007

4264611* PED DEC 19, 2001 U-3
4803081*PED OCT 03, 2007

019834 004 FELODI PI NE; PLENDI L 4264611 JUN 19, 2001 U-3
4803081 APR 03, 2007
4264611* PED DEC 19, 2001 U-3
4803081*PED OCT 03, 2007

>ADD> 021203 001 FENCFI BRATE; TRI COR 6277405 JAN 09, 2018
>ADD> 6074670 JAN 09, 2018
4895726 JAN 19, 2009
>ADD> 021203 003 FENCFI BRATE; TRI COR 6277405 JAN 09, 2018
>ADD> 6074670 JAN 09, 2018
4895726 JAN 19, 2009
020625 001 FEXOFENADI NE HYDROCHLORI DE; ALLEGRA 6187791 MAY 11, 2012 U- 138
020872 001 FEXOFENADI NE HYDROCHLORI DE; ALLEGRA 6187791 MAY 11, 2012 U- 138
020872 002 FEXOFENADI NE HYDROCHLORI DE; ALLEGRA 6187791 MAY 11, 2012 U- 138
020872 004 FEXOFENADI NE HYDROCHLORI DE; ALLEGRA 6187791 MAY 11, 2012 U- 138
020786 001 FEXOFENADI NE HYDROCHLORI DE; ALLEGRA- D 6187791 MAY 11, 2012 U- 138
019452 001 FLUOCI NOLONE ACETONI DE; DERVA- SMOOTHE/ FS 1-340 OCT 10, 2004
020985 001 FLUOROURACI L; CARAC 4690825 OCT 04, 2005
074803 001 FLUOXETI NE HYDROCHLORI DE; FLUOXETI NE PC JAN 23, 2002
075049 001 FLUOXETI NE HYDROCHLORI DE; FLUOXETI NE PC JAN 23, 2002
075465 003 FLUOXETI NE HYDROCHLORI DE; FLUOXETI NE PC JAN 23, 2002
075506 001 FLUOXETI NE HYDROCHLORI DE; FLUOXETI NE PC JAN 23, 2002
075755 001 FLUOXETI NE HYDROCHLORI DE; FLUOXETI NE HCL PC JAN 23, 2002
075755 002 FLUOXETI NE HYDROCHLORI DE; FLUOXET!I NE HCL PC JAN 23, 2002
021235 001 FLUOXET!I NE HYDROCHLORI DE; PROZAC WEEKLY 5910319 MAY 29, 2017 U- 396 NDF FEB 26, 2004
5985322 MAY 29, 2017 U- 397

5910319* PED NOV 29, 2017 U- 396
5985322* PED NOV 29, 2017 U- 397

018936 007 FLUOXETI NE HYDROCHLORI DE; SARAFEM PED JAN 06, 2004
021077 001 FLUTI CASONE PROPI ONATE; ADVAI R DI SKUS 100/ 50 5270305 SEP 07, 2010 U- 387
5290815 MAR 01, 2011 U- 386
021077 002 FLUTI CASONE PROPI ONATE; ADVAI R DI SKUS 250/ 50 5270305 SEP 07, 2010 U- 387
5290815 MAR 01, 2011 U- 386
021077 003 FLUTI CASONE PROPI ONATE; ADVAI R DI SKUS 500/ 50 5270305 SEP 07, 2010 U- 387
5290815 MAR 01, 2011 U- 386
020549 001 FLUTI CASONE PROPI ONATE; FLOVENT 4335121 NOvV 14, 2003 U- 409
020549 002 FLUTI CASONE PROPI ONATE; FLOVENT 4335121 NOV 14, 3003 U- 409
020549 003 FLUTI CASONE PROPI ONATE; FLOVENT 4335121 NOv 14, 2003 U- 409
020833 001 FLUTI CASONE PROPI ONATE; FLOVENT DI SKUS 50 4335121 NOv 14, 2003 U- 409
020833 002 FLUTI CASONE PROPI ONATE; FLOVENT DI SKUS 100 4335121 NOV 14, 2003 U- 409

020833 003 FLUTI CASONE PROPI ONATE; FLOVENT DI SKUS 250 4335121 NOv 14, 2003 U- 409



APPL/ PRCD

NUMBER

020261
020261
021192

020831
021279

021006

021129
021169
021169
021169

021224
021061
021061
021062
021062
021178
021178
021178
020239
020239

021238
020387
020387
019778
019778
019778
019888

019888

001
002
001

001
001

001

001
001
002
003

001
001
002
001
002
001
002
003
001
002

001
001
002
001
002
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001

002

PATENT TERM EXTENSI ON AND NEW PATENTS -January 7, 2002

DOCKET NUMBER *95S- 0117

*PED and PED represent Pediatric Exclusivity

| NGREDI ENT NAME; TRADE NAME

FLUVASTATI N SODI UM LESCOL
FLUVASTATI N SODI UM LESCOL
FLUVASTATI N SODI UM LESCOL XL

FORMOTEROL FUMARATE; FORADI L
FORMOTEROL FUMARATE; FORADI L

FROVATRI PTAN SUCCI NATE; FROVA

GABAPENTI N; NEURONTI N

GALANTAM NE HYDROBROM DE; REM NYL
GALANTAM NE HYDROBROM DE; REM NYL
GALANTAM NE HYDROBROM DE; REM NYL

GALANTAM NE HYDROBROM DE; REM NYL
GATI FLOXACI N, TEQUI N
GATI FLOXACI N, TEQUI N
GATI FLOXACI N; TEQUI N
GATI FLOXACI N, TEQUI N
GLYBURI DE; GLUCOVANCE
GLYBURI DE; GLUCOVANCE
GLYBURI DE; GLUCOVANCE
GRANI SETRON HYDROCHLORI DE; KYTRI L
GRANI SETRON HYDROCHLORI DE; KYTRI L

GRANI SETRON HYDROCHLORI DE; KYTRI L
HYDROCHLOROTHI AZI DE; HYZAAR
HYDROCHLOROTHI AZI DE; HYZAAR
HYDROCHLOROTHI AZI DE; PRI NZI DE
HYDROCHLOROTHI AZI DE; PRI NZI DE
HYDROCHLOROTHI AZI DE; PRI NZI DE
HYDROCHLOROTHI AZI DE; ZESTORETI C

HYDROCHLOROTHI AZI DE; ZESTORETI C

PATENT
NUMBER

5356896
5356896
5354772
5356896

5464864
5616603
5637611
5827871
5962501
4894476
5084479
4663318
6099863
4663318
6099863
4663318
6099863
4663318

6303146
6303146
6303146
6294548
4886808
6294548
4886808
5608075
5608075
4374829
4374829* PED
4374829
4374829* PED
4374829
4374829* PED
4374829
4374829* PED
4374829
4374829* PED

PATENT/ PED EXCL USE
EXPI RES

DEC
DEC

DEC

APR
JUN

DEC
MAY
JAN
JAN
JUN
JAN
JUN
JAN
JUN
JAN

JUN

12,
12,
11,
12,

07,
01,
10
27,
16,
02,
02,
15,
06,
15,
06,
15,
06,
15,

14
14
14

29,
04
29,
04
04
29,
29,
29,

29,
29,
29,
29,
29,
29,

2011
2011
2011
2011

2012
2014
2014
2015
2013
2008
2010
2006
2017
2006
2017
2006
2017
2006

2019
2019
2019
2019
2007
2019
2007
2014
2014
2001
2002
2001
2002
2001
2002
2001
2002
2001
2002

CODE

U-413

U-72
U-72
U 72
U-72
U-72

U- 258

U-412
U-412
U- 412

S
WWWWWWwww w = [ee)
8 [{e)

CECEEEEEE &

10

EXCLUS EXCLUS

CODE

| -342

D- 69
D- 69
D- 69
D- 69

| -264

EXPI RES

FEB
SEP
FEB

FEB
FEI

w

T
vs)

E

e
m
w

5489

JUL

16,
25,
16,
08

28
28
28
28
12,
12,

12,
12,

27,

2006
2004
2006
2006

2006
2006
2006
2006
2004
2004

2004
2004

2002
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PATENT TERM EXTENSI ON AND NEW PATENTS -January 7, 2002
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
019888 003 HYDROCHLOROTHI AZ| DE; ZESTORETI C 4374829 DEC 29, 2001 U3

4374829* PED JUN 29, 2002 U-3
020402 002 | BUPROFEN POTASSI UM ADVI L M GRAI NE LI QUI NP MAR 16,
021128 001 | BUPROFEN, CHI LDREN' S MOTRI N CO 6211246 JUN 10, 2019
021335 001 | MATI NI B MESYLATE; GLEEVEC 5521184 MAY 28, 2013 NCE MAY 10,

ODE MAY 10,
021335 002 I MATI Nl B MESYLATE; GLEEVEC 5521184 MAY 28, 2013 NCE MAY 10,
ODE MAY 10,

021172 001 I NSULI N ASPART RECOMBI NANT; NOVOLOG M X 70/ 30 NC NOv 01,
021081 001 I NSULI N GLARG NE; LANTUS 5656722 SEP 12, 2014

5656722* PED MAR 12, 2015
020394 001 | PRATROPI UM BROM DE; ATROVENT 1-327 OCT 27,
018662 002 I SOTRETI NO N; ACCUTANE 4464394 AUG 07, 2001

4464394*PED FEB 07, 2002
018662 003 | SOTRETI NO N; ACCUTANE 4464394 AUG 07, 2001

4464394*PED FEB 07, 2002
018662 004 | SOTRETI NO N; ACCUTANE 4464394 AUG 07, 2001

4464394*PED FEB 07, 2002
020657 001 | TRACONAZOLE; SPORANOX 1-332 MAY 09,
020966 001 | TRACONAZOLE; SPORANOX 4791111 DEC 23, 2005 1-332 MAY 09,
019700 001 KETOROLAC TROVETHAM NE; ACULAR 4454151 MAR 22, 2002 U- 75

5110493 MAY 05, 2009

4454151*PED SEP 22, 2002 U-75
5110493* PED NOV 05, 2009 U- 75

U- 75
020811 001 KETOROLAC TROVETHAM NE; ACULAR PRESERVATI VE 4454151 MAR 22, 2002
4454151*PED SEP 22, 2002
020857 001 LAM VUDI NE; COVBI VI R 6180639 JAN 30, 2018 U- 248
6180639*PED JUL 30, 2018 U- 248
020564 001 LAM VUDI NE; EPI VI R 6180639 JAN 30, 2018 U- 248
6180639*PED JUL 30, 2018 U- 248
020596 001 LAM VUDI NE; EPI VI R 6180639 JAN 30, 2018 U- 248
6180639*PED JUL 30, 2018 U- 248
021003 001 LAM VUDI NE; EPI VI R- HBV 1-339 AUG 16,
PED FEB 16,
021004 001 LAM VUDI NE; EPI VI R- HBV PED FEB 16,
1-339 AUG 16,
021281 001 LANSOPRAZCOLE; PREVACI D 1-316 NOV 30,

M 1 JUL 06,

D-42 JUL 20,
021281 002 LANSOPRAZCOLE; PREVACI D 1-316 NOV 30,

M 1 JUL 06,

D-42 JuL 20,
020905 001 LEFLUNOM DE; ARAVA 4284786 DEC 13, 2001

2003

2006
2008
2006
2008
2004

2003

2004
2004

2004
2005
2005
2004
2003
2002
2001
2003
2002
2001
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PATENT TERM EXTENSI ON AND NEW PATENTS -January 7, 2002
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020905 002 LEFLUNOM DE; ARAVA 4284786 DEC 13, 2001
020905 003 LEFLUNOM DE; ARAVA 4284786 DEC 13, 2001
020726 001 LETROZOLE; FEMARA 4978672 JUN 03, 2011 U- 203
019732 001 LEUPROLI DE ACETATE; LUPRON DEPCT 5631021 NOV 01, 2004
5476663 NOv 01, 2004
5575987 SEP 02, 2013
6036976 DEC 13, 2013
020011 001 LEUPROLI DE ACETATE; LUPRON DEPOT 5631020 NOv 01, 2004
5476663 NOv 01, 2004
5575987 SEP 02, 2013
020517 001 LEUPROLI DE ACETATE; LUPRON DEPOT 5643607 JAN 02, 2013
5631021 NOv 01, 2004
5476663 NOV 01, 2004
5814342 FEB 01, 2011
6036976 DEC 13, 2016
020263 002 LEUPROLI DE ACETATE; LUPRON DEPOT- PED 5631021 NOV 01, 2004
5476663 NOv 01, 2004
5575987 SEP 02, 2013
6036976 DEC 13, 2013
020263 003 LEUPROLI DE ACETATE; LUPRON DEPOT- PED 5631021 NOv 01, 2004
5575987 SEP 02, 2013
5476663 NOV 01, 2004
6036976 DEC 13, 2013
020263 004 LEUPROLI DE ACETATE; LUPRON DEPOT- PED 5631021 NOv 01, 2004
5476663 NOV 01, 2004
5575987 SEP 02, 2013
6036976 DEC 13, 2013
020263 005 LEUPROLI DE ACETATE; LUPRON DEPOT- PED 5631021 NOV 01, 2004
5476663 NOv 01, 2004
5575987 SEP 02, 2013
6036976 DEC 13, 2013
020263 006 LEUPROLI DE ACETATE; LUPRON DEPOT- PED 5631021 NOv 01, 2004
5476663 NOv 01, 2004
5575987 SEP 02, 2013
6036976 DEC 13, 2013
020708 001 LEUPROLI DE ACETATE; LUPRON DEPOT- 3 5631021 NOv 01, 2004
5476663 NOV 01, 2004
5643607 JAN 02, 2013
5814342 FEB 01, 2011
6036976 DEC 13, 2016
020517 002 LEUPROLI DE ACETATE; LUPRON DEPOT- 4 5631021 NOv 01, 2004
5476663 NOv 01, 2004
5643607 JAN 02, 2013
5814342 FEB 01, 2011

6036976 DEC 13, 2016
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PATENT TERM EXTENSI ON AND NEW PATENTS -January 7, 2002
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
021088 001 LEUPROLI DE ACETATE; VI ADUR 6235712 JUN 13, 2017
019558 001 LI SINOPRIL; PRI NI VI L 4374829 DEC 29, 2001
4374829* PED JUN 29, 2002
019558 002 LI SI NOPRI L; PRI NI VI L 4374829 DEC 29, 2001
4374829* PED JUN 29, 2002
019558 003 LI SINOPRI L; PRI NI VI L 4374829 DEC 29, 2001
4374829* PED JUN 29, 2002
019558 004 LI SINOPRIL; PRI NI VI L 4374829 DEC 29, 2001
4374829* PED JUN 29, 2002
019558 006 LI SI NOPRI L; PRI NI VI L 4374829 DEC 29, 2001
4374829* PED JUN 29, 2002
019777 001 LI SI NOPRI L; ZESTRI L 4374829 DEC 29, 2001 1-288 FEB 07, 2003
4374829* PED JUN 29, 2002 PED AUG 07, 2003
019777 002 LI SI NOPRI L; ZESTRI L 4374829 DEC 29, 2001 1-288 FEB 07, 2003
4374829* PED JUN 29, 2002 PED AUG 07, 2003
019777 003 LI SI NOPRI L; ZESTRI L 4374829 DEC 29, 2001 1-288 FEB 07, 2003
4374829* PED JUN 29, 2002 PED AUG 07, 2003
019777 004 LI SI NOPRI L; ZESTRI L 4374829 DEC 29, 2001 1-288 FEB 07, 2003
4374829* PED JUN 29, 2002 PED AUG 07, 2003
019777 005 LI SI NOPRI L; ZESTRI L 4374829 DEC 29, 2001 1-288 FEB 07, 2003
4374829* PED JUN 29, 2002 PED AUG 07, 2003
019777 006 LI SI NOPRI L; ZESTRI L 4374829 DEC 29, 2001 1-288 FEB 07, 2003
4374829* PED JUN 29, 2002 PED AUG 07, 2003
021226 001 LOPI NAVI R; KALETRA 6232333 NOv 07, 2017
6284767 FEB 14, 2016 U- 401
021251 001 LOPI NAVI R, KALETRA 6284767 FEB 14, 2016 U-401
020386 001 LOSARTAN POTASSI UM COZAAR 5608075 MAR 04, 2014
020386 002 LOSARTAN POTASSI UM COZAAR 5608075 MAR 04, 2014
020386 003 LOSARTAN POTASSI UM COZAAR 5138069 AUG 11, 2009
5153197 OCT 06, 2009 U-3
5608075 MAR 04, 2014
019643 002 LOVASTATI N, MEVACOR 4231938 JUN 15, 2001 1-250 MAR 11, 2002
4231938*PED DEC 15, 2001 PED SEP 11, 2002
019643 003 LOVASTATI N, MEVACCOR 4231938 JUN 15, 2001 1-250 MAR 11, 2002
4231938*PED DEC 15, 2001 PED SEP 11, 2002
019643 004 LOVASTATI N, MEVACOR 4231938 JUN 15, 2001 1-250 MAR 11, 2002
4231938* PED DEC 15, 2001 PED SEP 11, 2002
075671 001 MEGESTROL ACETATE; MEGESTROL ACETATE PC JAN 12, 2002
020357 001 METFORM N HYDROCHL ORI DE; GLUCOPHAGE M 6 APR 19, 2004
020357 002 METFORM N HYDROCHLCORI DE; GLUCOPHAGE M 6 APR 19, 2004
020357 003 METFORM N HYDROCHL ORI DE; GLUCOPHAGE M 6 APR 19, 2004
020357 004 METFORM N HYDROCHL ORI DE; GLUCOPHAGE M 6 APR 19, 2004
020357 005 METFORM N HYDROCHL ORI DE; GLUCOPHAGE M 6 APR 19, 2004

021121 001 METHYLPHENI DATE HYDROCHLORI DE; CONCERTA 4783337 SEP 16, 2003 U- 372
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PATENT TERM EXTENSI ON AND NEW PATENTS -January 7, 2002
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
021121 002 METHYLPHENI DATE HYDROCHLCORI DE; CONCERTA 4783337 SEP 16, 2003 U- 372
021121 003 METHYLPHENI DATE HYDROCHLORI DE; CONCERTA 4783337 SEP 16, 2003 U-372 NP AUG 01, 2003
021259 001 METHYLPHENI DATE HYDROCHLORI DE; METADATE CD NDF APR 03, 2004
019962 001 METOPROLOL SUCCI NATE; TOPROL- XL 4927640 MAY 22, 2007 1-194 FEB 05, 2004
5246714 SEP 21, 2010
019962 002 METOPROLOL SUCCI NATE; TOPROL- XL 4927640 MAY 22, 2007 1-194 FEB 05, 2004
5246714 SEP 21, 2010
019962 003 METOPROLOL SUCCI NATE; TOPROL- XL 4927640 MAY 27, 2007 1-194 FEB 05, 2004
5246714 SEP 21, 2010
019962 004 METOPROLOL SUCCI NATE; TOPROL- XL 4957745 SEP 18, 2007 U-107 NS FEB 05, 2004
5001161 MAR 19, 2008 U-107 1-194 FEB 05, 2004
5081154 JAN 14, 2009 U- 107
4927640 MAY 22, 2007
5246714 SEP 21, 2010
021308 001 M CONAZOLE NI TRATE; MONI STAT 1 COVBI NATI 6153635 NOv 28, 2020
5514698 MAR 21, 2014
019436 001 M LRI NONE LACTATE; PRI MACOR 4313951 NOvV 26, 2001
4313951*PED MAY 26, 2002
020343 001 M LRI NONE LACTATE; PRI MACOR | N DEXTROSE 4313951 NOV 26, 2001
4313951*PED MAY 26, 2002
020343 002 M LRI NONE LACTATE; PRI MACOR | N DEXTROSE 4313951 NOvV 26, 2001
4313951*PED MAY 26, 2002
020343 003 M LRI NONE LACTATE; PRI MACOR | N DEXTROSE 4313951 NOV 26, 2001
4313951*PED MAY 26, 2002
021208 001 M RTAZAPI NE; REMERON SOLTAB 5178878 JAN 12, 2010 NCE JUN 14, 2001
021208 002 M RTAZAPI NE; REMERON SOLTAB 5178878 JAN 12, 2010 NCE JUN 14, 2001
021208 003 M RTAZAPI NE; REMERON SOLTAB 5178878 JAN 12, 2010 NCE JUN 14, 2001
019297 001 M TOXANTRONE HYDROCHL ORI DE; NOVANTRONE 4617319 JUN 13, 2005 U-390 1-324 OCT 13, 2003
020762 001 MOVETASONE FUROATE MONCOHYDRATE; NASONEX 4472393 SEP 18, 2001 1-285 DEC 02, 2002
5837699 JAN 27, 2014 U- 249 PED JUN 02, 2003
6127353 OCT 03, 2017

4472393*PED MAR 18, 2002
5837699*PED JUL 27, 2014 U- 249
6127353* PED APR 03, 2018

019543 001 MOVETASONE FURQATE; ELOCON 4472393 SEP 18, 2001
4472393*PED MAR 18, 2002
019625 001 MOVETASONE FUROATE; ELOCON 4808610 OCT 02, 2006
4472393 SEP 18, 2001

4472393*PED MAR 18, 2002
4808610* PED APR 02, 2007
019796 001 MOVETASONE FURQATE; ELOCON 4775529 MAY 21, 2007
4472393 SEP 18, 2001
4472393* PED MAR 18, 2002
4775529* PED NOV 21, 2007
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PATENT TERM EXTENSI ON AND NEW PATENTS -January 7, 2002
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020829 002 MONTELUKAST SODI UM SI NGULAI R 5565473 FEB 03, 2012 U- 228 NCE FEB 20, 2003
5565473* PED AUG 03, 2012 U-228 PED AUG 20, 2003
020830 001 MONTELUKAST SODI UM SI NGULAI R 5565473 FEB 03, 2012 U- 228 NCE FEB 20, 2003
5565473* PED AUG 03, 2012 U- 228 PED AUG 20, 2003
020830 002 MONTELUKAST SODI UM SI NGULAI R 5565473 FEB 03, 2012 U-228 1-300 MAR 03, 2003
5565473* PED AUG 03, 2012 U- 228 NS MAR 03, 2003

NCE FEB 20, 2003
PED SEP 03, 2003
PED AUG 20, 2003
PED SEP 03, 2003
021085 001 MOXI FLOXACI N HYDROCHL ORI DE; AVELOX 1-329 APR 27, 2004
021277 001 MOXI FLOXACI N HYDROCHL ORI DE; AVELOX | V NCE DEC 10, 2004
NDF NOV 30, 2004
1-329 APR 27, 2004

075179 001 NABUMETONE; NABUMETONE PC FEB 23, 2002
075189 001 NABUMETONE; NABUMETONE PC FEB 16, 2002
075189 002 NABUMETONE; NABUMETONE PC FEB 23, 2002
019583 001 NABUMETONE; RELAFEN 4420639 DEC 13, 2002
4420639* PED JUN 13, 2003
019583 002 NABUMETONE; RELAFEN 4420639 DEC 13, 2002
4420639* PED JUN 13, 2003
021204 001 NATEGLI NI DE; STARLI X RE34878 MAR 28, 2006
5463116 OCT 21, 2012
5488150 JAN 30, 2013
021204 002 NATEGLI NI DE; STARLI X RE34878 MAR 28, 2006
5463116 OCT 21, 2012
5488150 JAN 30, 2013
020920 001 NESI RI Tl DE; NATRECCR 5114923 MAY 19, 2009 NCE AUG 10, 2006
5674710 OCT 07, 2014
020165 004 NI COTI NE; NI CODERM CQ 6165497 JUN 14, 2008 U- 388
5633008 JUN 14, 2008 U- 389
020165 005 NI COTI NE; NI CODERM CQ 5633008 JUN 14, 2008 U- 389
6165497 JUN 14, 2008 U- 388
020165 006 NI COTI NE; NI CODERM CQ 5633008 JUN 14, 2008 U- 389
6165497 JUN 14, 2008 U- 388
075269 002 NI FEDI PI NE; NI FEDI PI NE PC JUN 05, 2001
019667 001 OCTREOT| DE ACETATE; SANDOSTATI N 5753618 JUL 08, 2008
019667 002 OCTREOT| DE ACETATE; SANDOSTATI N 5753618 JUL 08, 2008
019667 003 OCTREOT| DE ACETATE; SANDOSTATI N 5753618 JUL 08, 2008
019667 004 OCTREOT| DE ACETATE; SANDOSTATI N 5753618 JUL 08, 2008
019667 005 OCTREOT| DE ACETATE; SANDOSTATI N 5753618 JUL 08, 2008
021008 001 OCTREOT| DE ACETATE; SANDOCSTATI N LAR 5753618 JUL 08, 2008
021008 002 OCTREOTI DE ACETATE; SANDOSTATI N LAR 5753618 JUL 08, 2008

021008 003 OCTREOTI DE ACETATE; SANDOSTATI N LAR 5753618 JUL 08, 2008



APPL/ PRCD

NUMBER

020799
020592
020592
020592
020592
020592

020592

021086
021086
021086
021086

020688
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001
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PATENT TERM EXTENSI ON AND NEW PATENTS -January 7, 2002

DOCKET NUMBER *95S- 0117

*PED and PED represent Pediatric Exclusivity

| NGREDI ENT NAME; TRADE NAME

OFLOXACI N; FLOXI N

OLANZAPI NE; ZYPREXA
OLANZAPI NE; ZYPREXA
OLANZAPI NE; ZYPREXA
OLANZAPI NE; ZYPREXA
OLANZAPI NE; ZYPREXA

OLANZAPI NE; ZYPREXA

OLANZAPI NE; ZYPREXA ZYDI S
OLANZAPI NE; ZYPREXA ZYDI S
OLANZAPI NE; ZYPREXA ZYDI S
OLANZAPI NE; ZYPREXA ZYDI S

OLOPATADI NE HYDROCHL ORI DE; PATANOL
OMEPRAZOLE; PRI LOSEC

OVEPRAZOLE; PRI LOSEC

PATENT PATENT/ PED EXCL USE
NUMBER EXPI RES

5401741 MAR
6251895 SEP
6251895 SEP
6251895 SEP
6251895 SEP
5229382 APR
5605897 FEB
6251895 SEP
6251895 SEP
5229382 APR
5605897 FEB
6020487 SEP
6251895 SEP
6020487 SEP
6251895 SEP
6020487 SEP
6251895 SEP
6020487 SEP
6251895 SEP
5641805 JUN
6150380 NOV
6147103 oCcT
6166213 OCT
6191148 OCT
4255431* PED OCT

4636499* PED JAN
4786505* PED OCT
4853230* PED OCT
5093342* PED AUG
5599794* PED AUG
5629305* PED AUG
6147103* PED APR
6150380* PED MAY
6166213* PED APR
6191148* PED APR
4508905 APR
4508905* PED
6150380

6147103

6166213

6191148

4255431* PED
4636499* PED JAl
4786505* PED
4853230* PED
5093342* PED AUG
5599794* PED AUG
5629305* PED AUG
6147103* PED APR
6150380* PED MAY
6166213* PED APR
6191148* PED APR
4508905 APR

888488

g4z

27,

23
23
23
23
25
23
23,
23,

23

23

23

23

23

23

23,
23,
06,
10,
09,
09,
09,
05,
30,
20,
20,
02,
04,
04,
09,
10,
09,
09,
02,
02,

09,
09,
09,
05,
30
20

02,
04
04
09,
10
09,
09,
02,

2012
2017
2017
2017
2017
2011
2014
2017
2017
2011
2014
2017
2017
2017
2017
2017
2017
2017
2017
2015
2018
2018
2018
2018
2001
2006
2007
2007
2010
2014
2014
2019
2019
2018
2019
2002
2002
2018
2018
2018
2018
2001
2006
2007
2007
2010
2014
2014
2019
2019
2018
2019
2002

U- 407

U- 149
U- 176

U- 149
U- 176

U- 184

U- 108

U- 108
U-108
U- 166
U- 166
U- 188

U- 108

U- 108
U- 108
U- 166

U- 166
U- 188
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CODE  CODE EXPIRES

NCE

PED

PED

SEP 30, 2001

DEC 29, 2001

DEC 29, 2001



APPL/ PRCD

NUMBER

019810

020781
021246
020897
020897
020897
020553

020553

020262

020036
020036
020036
075290

003

001
001
001
002
003
004

005

001

001
003
004
001

PATENT TERM EXTENSI ON AND NEW PATENTS -January 7, 2002

DOCKET NUMBER *95S- 0117

*PED and PED represent Pediatric Exclusivity

| NGREDI ENT NAME; TRADE NAME

OVEPRAZOLE; PRI LOSEC

ONDANSETRON; ZOFRAN ODT

OSELTAM VI R PHOSPHATE; TAM FLU
OXYBUTYNI N CHLORI DE; DI TROPAN XL
OXYBUTYNI N CHLORI DE; DI TROPAN XL
OXYBUTYNI N CHLORI DE; DI TROPAN XL
OXYCODONE HYDROCHLORI DE; OXYCONTI N

OXYCODONE HYDROCHLORI DE; OXYCONTI N

PACLI TAXEL; TAXCOL

PAM DRONATE DI SODI UM AREDI A
PAM DRONATE DI SODI UM AREDI A
PAM DRONATE DI SODI UM AREDI A
PAM DRONATE DI SODI UM PAM DRONATE DI SODI UM

PATENT
NUMBER

4508905* PED
6150380
6147103
6166213
6191148
4255431* PED
4636499* PED
4786505* PED
4853230* PED
5093342* PED
5599794* PED
5629305* PED
6147103* PED
6150380* PED
6166213* PED
6191148* PED
4508905
4508905* PED
4753789
5763483
5866601
5952375
6124355
6262115
6124355
6262115
6124355
6262115
4861598
4970075
5266331
5549912
4861598
4970075
5266331
5549912
5508042
5656295
6096331
6150398

PATENT/ PED EXCL USE
EXPI RES

02,

09,
10
09,
05,
30
20
20,
02,
04,
04,
09,
10,
09,
09,
02,
02,
24,

02,
02,
22,
22,
22,
22,
22,
22,
29,
13,
05,
05,
29,
13,
05,
05,
16,

22,
08

2002
2018
2018
2018
2018
2001
2006
2007
2007
2010
2014
2014
2019
2019
2018
2019
2002
2002
2006
2016
2016
2016
2015
2015
2015
2015
2015
2015
2006
2007
2008
2008
2006
2007
2008
2008
2013
2008
2013
2011

CODE  CODE

U- 108

U- 108
U-108
U- 166
U- 166
U- 188

U- 330
U- 376

U- 378
U- 393
U- 378
U- 393
U- 378
U- 393

U- 380
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EXCLUS EXCLUS

|1 -229
PED

| -317
NDF
NCE

EXPI RES

JUN 29, 2001
DEC 29, 2001

NOv 17, 2003
DEC 14, 2003
OCT 27, 2004

AUG 20, 2004
AUG 20, 2004
AUG 20, 2004
MAY 05, 2002
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PATENT TERM EXTENSI ON AND NEW PATENTS -January 7, 2002
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
075290 003 PAM DRONATE DI SODI UM PAM DRONATE DI SCDI UM PC MAY 05, 2002
020987 001 PANTOPRAZOLE SODI UM PROTONI X 1-330 JUN 12, 2004
020988 001 PANTOPRAZOLE SODI UM PROTONI X | V 4758579 JUL 19, 2005 NDF MAR 22, 2004

NCE FEB 02, 2005
1-337 OCT 19, 2004

020819 001 PARI CALCI TOL; ZEMPLAR 5246925 APR 17, 2012 U- 314
020031 001 PAROXETI NE HYDROCHLORI DE; PAXI L 1-326 APR 13, 2004
020031 002 PAROXETI NE HYDROCHLORI DE; PAXI L 1-326 APR 13, 2004
020031 003 PAROXETI NE HYDROCHLORI DE; PAXI L 1-326 APR 13, 2004
020031 004 PAROXETI NE HYDROCHLORI DE; PAXI L 1-326 APR 13, 2004
020031 005 PAROXETI NE HYDROCHLORI DE; PAXI L 1-326 APR 13, 2004
020936 003 PAROXETI NE HYDROCHLORI DE; PAXI L CR 4721723 DEC 29, 2006

4839177 JUN 13, 2006

5422123 JUN 06, 2012

5789449 JAN 06, 2009 U- 286

5872132 MAY 19, 2015

5900423 MAY 19, 2015

6063927 APR 23, 2019

6080759 MAY 19, 2015

6121291 MAR 17, 2017 U- 286

6133289 MAY 19, 2015 U- 286

6172233 JAN 15, 2018
021064 001 PERFLUTREN; DEFI NI TY 5527521 APR 05, 2011 NCE JUL 31, 2006

5547656 APR 05, 2011

5769080 JUL 20, 2010
021073 001 Pl OGLI TAZONE HYDROCHLORI DE; ACTOS 6211205 JUN 19, 2016 U-410

6271243 JUN 19, 2016 U-411

6303640 JUN 19, 2016 U- 425

6166042 JUN 19, 2016 U-414

6166043 JUN 19, 2016 U- 415

6172090 JUN 19, 2016 U- 416

5965584 JUN 19, 2016 U-417

6150383 JUN 19, 2016 U-418

6150384 JUN 19, 2016 U- 419
021073 002 Pl OGLI TAZONE HYDROCHLORI DE; ACTOS 6211205 JUN 19, 2016 U-410

6271243 JUN 19, 2016 U-411

6303640 JUN 19, 2016 U- 425

6166042 JUN 19, 2016 U-414

6166043 JUN 19, 2016 U- 415

6172090 JUN 19, 2016 U- 416

5965584 JUN 19, 2016 U-417

6150383 JUN 19, 2016 U-418

6150384 JUN 19, 2016 U- 419
021073 003 Pl OGLI TAZONE HYDROCHLORI DE; ACTOS 6211205 JUN 19, 2016 U-410

6271243 JUN 19, 2016 U-411

6303640 JUN 19, 2016 U- 425

6166042 JUN 19, 2016 U-414

6166043 JUN 19, 2016 U- 415

6172090 JUN 19, 2016 U- 416

5965584 JUN 19, 2016 U-417

6150383 JUN 19, 2016 U-418

6150384 JUN 19, 2016
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PATENT TERM EXTENSI ON AND NEW PATENTS -January 7, 2002
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

SAl

>Al

SAl

wjiv}iv]iv)iw]
vIVIVIVIY

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
074726 001 POTASSI UM CHLORI DE; KLOR- CON M20 PC FEB 28, 2002
020667 005 PRAM PEXCLE DI HYDROCHLORI DE; M RAPEX 4886812 MAR 25, 2011
019627 002 PROPOFCL; DI PRI VAN 1-322 FEB 20, 2004
PED AUG 20, 2004
020639 001 QUETI API NE FUMARATE; SEROQUEL 4879288 SEP 26, 2011
020639 002 QUETI APl NE FUMARATE; SEROQUEL 4879288 SEP 26, 2011
020639 003 QUETI APl NE FUMARATE; SEROQUEL 4879288 SEP 26, 2011
020639 004 QUETI API NE FUMARATE; SEROQUEL 4879288 SEP 26, 2011
020639 005 QUETI API NE FUMARATE; SEROQUEL 4879288 SEP 26, 2011
020973 002 RABEPRAZOLE SODI UM ACl PHEX 5045552 SEP 03, 2008 U- 385
5035899 APR 04, 2009 U- 385
020815 001 RALOXI FENE HYDROCHLORI DE; EVI STA 4418068 APR 03, 2002
019901 001 RAM PRI L; ALTACE 5061722 OCT 19, 2008
019901 002 RAM PRI L; ALTACE 5061722 OCT 19, 2008
019901 003 RAM PRI L; ALTACE 5061722 OCT 19, 2008
019901 004 RAM PRI L; ALTACE 5061722 OCT 19, 2008
020741 001 REPAGLI NI DE; PRANDI N 6143769 MAR 24, 2009
020741 002 REPAGLI NI DE; PRANDI N 6143769 MAR 14, 2009
020741 003 REPAGLI NI DE; PRANDI N 6143769 MAR 14, 2009
020903 001 RI BAVI RI N, REBETOL 5767097 JAN 23, 2016 U- 235 PED JUN 09, 2002
5914128 DEC 22, 2017 PED DEC 03, 2001
6051252 DEC 22, 2017
6063772 JAN 23, 2016 U- 375
6172046 SEP 21, 2017 U- 377
5767097*PED JUL 23, 2016 U- 235
5914128*PED JUN 22, 2018
6051252*PED JUN 22, 2018
6063772*PED JUL 23, 2016 U- 375
6172046* PED MAR 21, 2018 U- 377
018859 001 RI BAVI RI N; VI RAZOLE 6150337 NOv 21, 2017 U- 400
020945 001 RI TONAVI R, NORVI R 6232333 NOv 07, 2017
021042 001 ROFECOXI B; VI OXX 5474995 JUN 24, 2013 U- 266
5691374 NOv 25, 2017
6239173 JUN 24, 2013
021042 002 ROFECOXI B; VI OXX 5474995 JUN 24, 2013 U- 266
5691374 NOv 25, 2017
6239173 JUN 24, 2013
021042 003 ROFECOXI B; VI OXX 6239173 JUN 24, 2013
5474995 JUN 24, 2013 U- 266
5691374 NOvV 25, 2017
021052 001 ROFECOXI B; VI OXX 6239173 JUN 24, 2013
021052 002 ROFECOXI B; VI OXX 6239173 JUN 24, 2013
021071 002 ROSI GLI TAZONE MALEATE; AVANDI A 6288095 FEB 11, 2017 U- 420

021071 003 ROSI GLI TAZONE MALEATE; AVANDI A 6288095 FEB 11, 2017 U- 420



APPL/ PRCD

NUMBER

021071
020692
020828
019839
019839
019839
020990
020478
020632
020632
020632

021097
020280

020280
020280
020280
020280
020280
020280
020280
020280
020280
020280
020280
020280
021151

004
001
001
001
002
005
001
001
001
002
003

001
006

007
001
002
003
004
005
008
009
010
011
012
013
001

PATENT TERM EXTENSI ON AND NEW PATENTS -January 7, 2002

DOCKET NUMBER *95S- 0117

*PED and PED represent Pediatric Exclusivity

| NGREDI ENT NAME; TRADE NAME

ROSI GLI TAZONE MALEATE; AVANDI A
SALMETEROL Xl NAFOATE; SEREVENT
SAQUI NAVI R, FORTOVASE
SERTRALI NE HYDROCHLORI DE; ZOLOFT
SERTRAL|I NE HYDROCHLORI DE; ZOLOFT
SERTRAL| NE HYDROCHLORI DE; ZOLOFT
SERTRALI NE HYDROCHLORI DE; ZOLOFT
SEVOFLURANE; ULTANE

S| BUTRAM NE HYDROCHLORI DE; MERI DI A
S| BUTRAM NE HYDROCHLORI DE; MERI DI A
S| BUTRAM NE HYDROCHLORI DE; MERI DI A

SCDI UM PHOSPHATE, DI BASI C, ANHYDROUS; VI SI COL

SOVATROPI N RECOVBI NANT; GENOTROPI N
SOVATROPI N RECOVBI NANT; GENOTROPI N
SOVATROPI N RECOVBI NANT; GENOTROPI N
SOVATROPI N RECOVBI NANT; GENOTROPI N
SOVATROPI N RECOVBI NANT; GENOTROPI N
SOVATROPI N RECOVBI NANT; GENOTROPI N
SOVATROPI N RECOVBI NANT; GENOTROPI N
SOVATROPI N RECOVBI NANT; GENOTROPI N
SOVATROPI N RECOVBI NANT; GENOTROPI N
SOVATROPI N RECOVBI NANT; GENOTROPI N
SOVATROPI N RECOVBI NANT; GENOTROPI N
SOVATROPI N RECOVBI NANT; GENOTROPI N
SOVATROPI N RECOVBI NANT; GENOTROPI N
SOTALOL HYDROCHLORI DE; BETAPACE AF

PRESERVAT
PRESERVAT
PRESERVAT
PRESERVAT
PRESERVAT
PRESERVAT
PRESERVAT
PRESERVAT
PRESERVAT
PRESERVAT
PRESERVAT

PATENT
NUMBER

6288095
5290815
5196438

6288127
6288127* PED

5616346
5633352

5633352

6152897
5633352
6152897
5633352
6152897
5633352
5633352

6152897
5633352
6152897
5633352
6152897
5633352
5633352

5633352
5633352
5633352

PATENT/ PED EXCL USE
EXPI RES

FEB
MAR

JAN
JUL

11,
01,
19,

27,
27,

18
27,

27,

11,
27,
11,
27,
11,
27,
27,

11,
27,
11,
27,
11,
27,
27,

27,
27,
27,

2017
2011
2010

2017
2018

2013
2014

2014

2018
2014
2018
2014
2018
2014
2014

2018
2014
2018
2014
2018
2014
2014

2014
2014
2014

CODE

U- 420
U- 386

U- 359
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EXCLUS EXCLUS

CODE

[S2 ) ]

LSPLPLP
coonoa

|
w
w
~

1-334

3

| -334
| -334
1-334
| -334
| -334
1-334
| -334
| -334
1-334
| -334
| -334

NP
PED

EXPI RES

AUG
AUG
AUG
AUG

FEB
FEB
FEB
FEB
FEB
FEB

JUL
JUL
JUL
JUL
JUL
JUL
JUL
JUL
JUL
JUL
JUL
JUL
JUL
JUL
JUL
JUL
JUL
JUL
JUL
JUL
JUL
JUL
JUL
JUL
JUL
JUL
FEB
AUG

06,
06,
06,
06,

16,
16,
16,
16,
16,
16,

25

25,
25

25

25,
25

25,
25,
25,
25,
25,
25,
25,
25,
25,
25,
25,
25,
25,
25,
25,
25,
25,
25,
25,
25,
22,
22,

2004
2004
2004
2004

2004
2004
2004
2004
2004
2004

2004
2008
2004
2008
2004
2008
2004
2008
2004
2008
2004
2008
2004
2008
2004
2008
2004
2008
2004
2008
2004
2008
2004
2008
2004
2008
2003
2003
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DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
021151 002 SOTALOL HYDROCHLORI DE; BETAPACE AF NP FEB 22, 2003
PED AUG 22, 2003
021151 003 SOTALOL HYDROCHLORI DE; BETAPACE AF NP FEB 22, 2003
PED AUG 22, 2003
020412 001 STAVUDI NE; ZERI T 4978655 JUN 24, 2008 U- 94
4978655* PED DEC 24, 2008 U- 94
020412 002 STAVUDI NE; ZERI T 4978655 JUN 24, 2008 U-94
4978655* PED DEC 24, 2008 U- 94
020412 003 STAVUDI NE; ZERI T 4978655 JUN 24, 2008 U- 94
4978655* PED DEC 24, 2008
020412 004 STAVUDI NE; ZERI T 4978655 JUN 24, 2008 U- 94
4978655* PED DEC 24, 2008 U- 94
020412 005 STAVUDI NE; ZERI T 4978655 JUN 24, 2008 U-94
4978655* PED DEC 24, 2008 U- 94
021184 002 TAZAROTENE; TAZORAC 1-344 OCT 11, 2004
021356 001 TENOFOVI R DI SOPROXI L FUMARATE; VI READ 5977089 JUL 25, 2017 U- 248 NCE OCT 26, 2006
6043230 JUL 25, 2017 U- 248
5935946 JUL 25, 2017 U- 248
4808716 APR 25, 2006 U- 248
6057305 MAY 02, 2017 U- 248
5922695 JUL 25, 2017 U- 248
019964 001 TERCONAZCOLE; TERAZOL 3 4358449 NOV 09, 2001
020898 001 THYROTROPI N ALFA; THYROGEN 5674711 AUG 31, 2010
5602006 FEB 11, 2014
5658760 AUG 19, 2014
5240832 AUG 31, 2010
6114144 NOvV 24, 2015
5840566 NOV 24, 2015
020330 001 TI MOLOL MALEATE; TI MOPTI C- XE 4861760 SEP 25, 2006
020330 002 TI MOLOL MALEATE; TI MOPTI C- XE 4861760 SEP 25, 2006
020397 002 TI ZANI DI NE HYDROCHLCRI DE; ZANAFLEX NCE NOv 27, 2001
020771 001 TOLTERCDI NE TARTRATE; DETRCL 5559269 NOv 05, 2013 U- 318
020771 002 TOLTERCDI NE TARTRATE; DETRCL 5559269 NOv 05, 2013 U- 318
020505 001 TOPI RAMATE; TOPAMAX ODE AUG 28, 2008
1-335 AUG 28, 2004
020505 002 TOPI RAMATE; TOPAMAX ODE AUG 28, 2008
1-335 AUG 28, 2004
020505 003 TOPI RAMATE; TOPAMAX ODE AUG 28, 2008
1-335 AUG 28, 2004
020505 004 TOPI RAMATE; TOPAMAX ODE AUG 28, 2008
1-335 AUG 28, 2004
020505 005 TOPI RAMATE; TOPAMAX ODE AUG 28, 2008

1-335 AUG 28, 2004
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DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020505 006 TOPI RAMATE; TOPAMAX ODE AUG 28, 2008
1-335 AUG 28, 2004
020844 001 TOPI RAMATE; TOPAMAX SPRI NKLE ODE AUG 28, 2008
1-335 AUG 28, 2004
020844 002 TOPI RAMATE; TOPAMAX SPRI NKLE ODE AUG 28, 2008
1-335 AUG 28, 2004
020844 003 TOPI RAVATE; TOPAMAX SPRI NKLE ODE AUG 28, 2008
1-335 AUG 28, 2004
020528 001 TRANDOLAPRI L; MAVI K 4933361 JUN 12, 2007
020528 002 TRANDOLAPRI L; MAVI K 4933361 JUN 12, 2007
020528 003 TRANDOLAPRI L; MAVI K 4933361 JUN 12, 2007
020591 001 TRANDOLAPRI L; TARKA 5721244 FEB 24, 2015
020591 002 TRANDOLAPRI L; TARKA 5721244 FEB 24, 2015
020591 003 TRANDOLAPRI L; TARKA 5721244 FEB 24, 2015
020591 004 TRANDOLAPRI L; TARKA 5721244 FEB 24, 2015
021257 001 TRAVOPROST; TRAVATAN 6011062 DEC 22, 2014 U- 382 NCE MAR 16, 2006
5631287 DEC 22, 2014 U- 382
5849792 DEC 22, 2014 U- 383
5889052 AUG 03, 2013 U- 383
6235781 JUN 15, 2019 U- 382
019963 001 TRETI NO N; RENOVA RE36068 JUL 29, 2003 U131
021108 001 TRETI NO N; RENOVA RE36068 JUL 29, 2003 U- 131
4603146 JUL 29, 2003 U131
020475 001 TRETI NO N, RETI N-A M CRO 5955109 SEP 21, 2016 U- 134
020468 001 TRI AMCI NOLONE ACETONI DE; NASACORT AQ 6143329 JUL 03, 2016
021288 001 TRI PTORELI N PAMOATE; TRELSTAR 5225205 JUL 20, 2010 NP JUN 29, 2004
5192741 MAR 09, 2010 NCE JUN 15, 2005
020715 001 TRI PTORELI N PAMOATE; TRELSTAR DEPOT 5776885 JUL 07, 2015
020759 001 TROVAFLOXACI N MESYLATE; TROVAN 6187341 JAN 20, 2019
020759 002 TROVAFLOXACI N MESYLATE; TROVAN 6187341 JAN 20, 2019
020586 002 UREA, G 13; BREATHTEK UBT FOR H 4830010 OCT 27, 2009 U- 147
5140993 AUG 24, 2009
U- 148
019415 004 URCFOLLI TROPI N; FERTI NEX 5767067 JUN 16, 2015
4845077 JUL 04, 2006 U- 408
4725579 FEB 21, 2005 U- 408
019415 005 URCFOLLI TROPI N; FERTI NEX 5767067 JUN 16, 2015
4845077 JUL 04, 2006 U- 408
4725579 FEB 21, 2005 U- 408
020550 001 VALACYCLOVI R HYDROCHL ORI DE; VALTREX D- 67 JUN 25, 2004
020550 002 VALACYCLOVI R HYDROCHL ORI DE; VALTREX D- 67 JUN 25, 2004
021304 001 VALGANCI CLOVI R HYDROCHL ORI DE; VALCYTE 6083953 JUL 28, 2014 U- 384 NE MAR 29, 2004

021283 001 VALSARTAN; DI OVAN 5399578 MAR 21, 2012 NCE DEC 23, 2001
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APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS

NUMBER NUMBER EXPI RES CODE  CODE EXPI RES

021283 002 VALSARTAN, DI OVAN 5399578 MAR 21, 2012 NCE DEC 23, 2001

021283 003 VALSARTAN; DI OVAN 5399578 MAR 21, 2012 NCE DEC 23, 2001

020151 001 VENLAFAXI NE HYDROCHLORI DE; EFFEXOR 1-325 NMAY 02, 2004

020151 002 VENLAFAXI NE HYDROCHLORI DE; EFFEXCR 1-325 NMAY 02, 2004

020151 003 VENLAFAXI NE HYDROCHLORI DE; EFFEXOR 1-325 NMAY 02, 2004

020151 004 VENLAFAXI NE HYDROCHLORI DE; EFFEXOR 1-325 NMAY 02, 2004

020151 005 VENLAFAXI NE HYDROCHLORI DE; EFFEXCR 1-325 NMAY 02, 2004

020151 006 VENLAFAXI NE HYDROCHLORI DE; EFFEXOR 1-325 NMAY 02, 2004

020699 001 VENLAFAXI NE HYDROCHLORI DE; EFFEXOR XR 6274171 MAR 20, 2017 1-325 MAY 02, 2004
5916923 JUN 28, 2013 U- 398

020699 002 VENLAFAXI NE HYDROCHLORI DE; EFFEXOR XR 6274171 MAR 20, 2017 1-325 MAY 02, 2004
5916923 JUN 28, 2013 U- 398

020699 003 VENLAFAXI NE HYDROCHLORI DE; EFFEXOR XR 6274171 MAR 20, 2017
5916923 JUN 28, 2013 U- 398

020699 004 VENLAFAXI NE HYDROCHLORI DE; EFFEXOR XR 6274171 MAR 20, 2017 1-325 MAY 02, 2004
5916923 JUN 28, 2013 U- 398

021119 001 VERTEPORFI N; VI SUDYNE 4833790 JAN 20, 2007 U-357 1-336 AUG 22, 2004
5283255 JAN 20, 2007 U- 357

020547 001 ZAFI RLUKAST; ACCOLATE 1-328 SEP 17, 2002

020547 003 ZAFI RLUKAST; ACCOLATE 1-328 SEP 17, 2002

020859 001 ZALEPLON; SONATA M 8 FEB 22, 2004

020859 002 ZALEPLON; SONATA M 8 FEB 22, 2004

020825 001 ZI PRASI DONE HYDROCHL ORI DE; GEODON 4831031 MAR 02, 2007 NCE FEB 05, 2006
5312925 SEP 01, 2012

020825 002 ZI PRASI DONE HYDROCHLCRI DE; GEODON 4831031 MAR 02, 2007 NCE FEB 05, 2006
5312925 SEP 01, 2012

020825 003 ZI PRAS|I DONE HYDROCHLORI DE; GEODON 4831031 MAR 02, 2007 NCE FEB 05, 2006
5312925 SEP 01, 2012

020825 004 ZI PRASI DONE HYDROCHL ORI DE; GEODON 4831031 MAR 02, 2007 NCE FEB 05, 2006
5312925 SEP 01, 2012

021223 001 ZOLEDRONI C ACI D; ZOVETA 4939130 NOV 13, 2007 U-53 NCE AUG 20, 2006
4777163 JUL 24, 2007 ODE AUG 20, 2008

021231 001 ZOLM TRI PTAN;, ZOM G- ZMr NDF FEB 13, 2004



